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Date 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicant(s): Lam, et al 
Serial No: 09/802,709 



Filed: 
For: 



03/08/2001 

METHODS AND DEVICES 
FOR PROVIDING 
PROLONGED DRUG 
THERAPY 



Group Art Unit: 1614 
Examiner: FAY, Z. 

Letter 



CD 
CO 



Letter 




Honorable Commissioner of 
Patents and Trademarks 
Washington, D. C. 20231 



Madam: 

Applicants received a Notice of Abandonment dated December 19, 2001 
regarding the above-identified patent application stating the Applicant's failed to 
timely file a proper reply to the Office Action mailed on May 29, 2001 . 

Applicants subsequently received an Office Communication dated May 7, 
2002 regarding the above-identified patent application stating that "the 
amendment filed January 9, 2002 canceling all claims drawn to the elected 
invention and presenting only claims drawn to a non-elected invention is non- 
responsive." 

Attached hereto is a copy of the original documents filed in response to 
the May 29, 2001 Office Action, which were mailed to the U.S.P.T.O. on 
November 29, 2001 , and are as follows: 
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1 . Return Receipt Postcard date stamped by the U.S.P.T.O. on January 
9, 2002 

2. Request for Extension of Time (1 page) (in duplicate) 

3. Amendment Transmittal Letter (1 page) 

4. Amendment ( 4 pages) 

5. Certificate of Mailing by First Class Mail (1 page) 

6. Courtesy Copy of Preliminary Amendment filed March 8, 2001 (5 
pages) 

7. Revocation and New Power of Attorney (2 pages) 

Applicants did not cancel any further claims in the November 29, 2001 
response to the Office Action and Applicants are unaware of any further 
amendment "filed January 9, 2002" other than the attached response. 



Applicants respectfully request that the Notice of Abandonment be 
withdrawn and await allowance or Office Action responsive to Applicant's 
November 29, 2001 response. 

Please direct any questions to the undersigned at (650) 564-5171. 



Conclusion 



Respectfully submitted, 




By: 




Registration No. 46,950 



Address: 



ALZA Corporation 

1900 Charleston Road M-10 

Mountain View, CA 94043 



Tel: 650-564-5171 
Fax: 650-564-2195 
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Serial No. 
09/802,709 
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Examiner 



Group Art Unit 



1614 



RECEIVE! 



Transmitted herewith is: 

ReqUC lemlnt Postcard of Attorney 



No additional fee is required. ^ attached^ Deposlt Account No. 

□ Charge the amount of 
° Credit any overpayment 
q Charge any add,t,ona» fee req 
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Am endment under 37 CF.R. §l.in 

LAM et al. 



• «f time and the fee therefore accompanies this 
A petition for a three-month extend of ume 

response. 

„ „ - c , 103( .), as obvious over Dong et al. (U.S. 

cwms ,. 3 4 were reined under 35 U.S.C. » 10 **^^ flal , 10:165-17! 

Pa,e„< N o,,70, 2 7)andra,^ 

(IW). To the extent the rejection may apply ^ Kplacemtnt 

therapy (column 1, lines 10-16). Dong et « ^ ^ ^ ^ ^ 

for example. Example 7 of the specification). The ^ ^ co ated on its exterior surface having a 

sem ip.rmeable wall (Example 11). The dosage form ma, a 

l5 >- , „, rt We on the absorption of sustained-release . 

Patriot et al. merely provide a perspective on * ^ ^ ^ 

msmvlp henidat= formulations compared to imrne y ^ ^ ^ ^ g 2 „ mg 

perspective is provided by - m ^" 8 3 P f " ' . „ ng table t of MPH-SR from MD 

of MPH-SR and a newl, « ^» ^ „. three formulations 

demonstrated were equivalent in the extent rp ^ Ashmen, of 

a prim afac« case of oh— *o^ * e suggestion or motivation must be provided 
to modify the documents to reach me 
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Amendment under 37 C.F.R. 81.1H 

LAM et al. 

Serial No.: 09/802,709 

SfJSSSSS) DEVICES FOR PROVED PROLONGED DRUG THERAPY 

---^-- ,,-,i - j,,d *frjr- 

one of skill in the art would not be motivated to prep 

hine these cores in a gelatin capsule. Moreover, Dong et al. is unrelated to a m 

r;r^-— --^••'---'- odl "" -,, ■ 

, ■ edt — g-doseasclaimedbyAppUcants. Dong etai. merely prov.de an 
sustained and increasing uu (column 

^g.suchasmethylphenidate. fails l0 supply tha, which is mining from Dong et 

2 and 58-68 are patentable over Dong et al. in view of Patrick et al 

2 and 58 0 §103 (a) are respectfully requested, 

and withdrawal of the rejection under 35 U.S.C. *U«W 
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^ fiuor-for^anceandnotificauonto^ Bleptone 

nuinDer u «• 

Respectfully submitted, 

LAMetal., 

BY his Representatives, 

AUZA Corporation 

1900 Charlf on Road 
Mountain View, CA ^ 

(650)564-5000 
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09/802,709 
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Filed'. 
For: 



03/08/2001 



Docket 
RADBM^OFFICB 
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PATENT 
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Group Art Unit: 
Examiner-. 



Methods andDevices for 



pjidtag Prolong^ 



Therapy 



D^oroftheUSnO 

Washi»gto».D.C .2023 ootat the foWng *«° me ' 5 

toprosKUt , lte ^o n .d t o^ t , 
m connection therewith: 



Owen Bates 
Pauline A.. Clarke 
VandanaDate 
johnA-Dhuey 
r, Byron Miller 
Robert R. teller 
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Samuel E- Webb 



Reg. No 
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Preliminary Amendment V ^ / |?/ 

Serial No.: Unassigned \3X ^Cy 

StHODS AND DE^&BBB!fe0VIDING PROLONGED DRUG THERAPY ^ 

Docket No. ARC2865N1 



Applicant(s): 


LAM et al. ) 


Group Art Unit: Unknown 


Serial No.: 


Unassigned ) 


Examiner: Unknown 




(Parent: 09/253,3 17) ) 




Filed: 


Herewith ) 




(Parent: February 19, 1999) ) 





For: 



THERAPY 



PttF.T.TMINAF V AMENDMENT 

Assistant Commissioner for Patents 
ATTN: Box Patent Application 
Washington D.C. 20231 

Sir ' Prior to taking up the above-identified patent application for examination, please amend 

the specification as follows: 

Tn tht- S pecification 

/W delete paragraph (0001] and insert therefore new paragraph [0001] as follows: 
[0001] This application is a confnualion of U.S. Application No. 09/253.317. Sled 
February 19, 1999. wruch is a continuation-in-part of U.S. Application No. 09/070 666, «d 
Apri! 30 1998, which U a continuation of U.S. Applicadon No. 08/910,593, Hied My 31, 1997 
which Cairns the benefit of U.S. Provisional Application Nos. 60/030,5 14 and 60/044,121, f.led 
November 12, 1996 and April 22, 1997, respectively. 



Page! 



Preliminary Amende* TH ERAP* 
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^ / IrUheClaiffiS 

Pleas e cancel clairnsland^r 
Plea se add the new claims 48-58- 



Piease add the new claims ^ 

tomethylphenidate administered to an 

o ■ es administering orally to the patient a ^ ^ ^ produce lhe 

me thod comprises aami n suslained and increasing dose ov 

nfmethylphenidateinasustaine 
500 mg ot rnemyiF 

intended effect, patient having Auenlion-Deficit 

tolerance in*, patient. 

■ De r 1 citD.so I derinapatient.v,her=m*c^ 

rog „ f a member selec * and pemoline, and a.ph»» ^ ^ ^ ^ 

^amphetamine, ***** >« ^ ^ntton-Defi*. 

^.inasustamedandmcreasms 
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Preliminary Amendment 
Serial No.: Unassigned 

SSthSds and devices for providing prolonged drug therapy 

52 A method for compensating for a decrease in the therapeutic effect to m=thy>phe„ida.e in 
an Attention-Deftci. Disorder patient, wheretn the method comprises administering a dosage 
form tabiet comprising 100 ng to 500 mg of methylphenidate to the patient that administers the 
methylphenidate U a continuaily-ascending rate over 16 hours to compensate for the decrease tn 

the therapeutic effect. 

53 A method for treating Attention-Deficit Disorder in a human, wherein the method 
comprises administering oraily to a human having Attenuon-Deficit Disorder a dosage form that 
administers a sustained and continuously ascending dose of 100 ng to 500 mg. 

54 A method of treating Attention-Deficit Disorder in a human wherein the method 
comprises administering orally to a human having Attenuon-Deficit Disorder a dosage form that 
administers a sustained and continuously ascending dose of 5 mg to 75 mg over 12 hours of a 
drug selected from the group conststing of methylphenidate and its pharmaceutical* acceptable 
salts for treating Attention-Deficit Disorder in the human. 

55 A method of treating Attention-Deficit Disorder in a human, wherein the method 
comprises admintstering orally to a human having Attentton-Defici, Disorder a dosage form that 
admintsters a sustained and continuously ascending dose of 100 ng to 500 mg over 16 hours of a 
drug selected from the group consisting of amphetamine, dextroamphetarnme, 
methamphetamine, threomethylphenidate, phenylisopropylamine, and pemoline for treatmg 
Attention-Deficit Disorders in the human. 

56 A method for the management of Attention-Deficit Disorder and Attention-Defici, 
Hyperactivity disorder in a patten, wherein the method comprises adnunistering orally to the 
patient a dosage form comprising 100 ng to 500 mg of methylphenidate that ,s admin.stered m a 
. sustained and continuously ascending dose throughout a school day for the management of 
Attention-Deficit Disorder and Attention Deficit Hyperactivity Disorder in the pauent. 
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Preliminary Amendment tHERAP* 
Serial No,. Unarmed nV TDlNG PROLONGED 

Filed: Hetew* _ DEVlC ES FOR PROVIDE 

METHODS AND DEV 

• neftcit Disorder compnsmglOOng 
f on tablet for treating Attenuon-Deiic ^ ^ 

A dosage form tao^ 1 1 ^..ricallv acceptable cam* 

Disorder. 

REMARKS nnoritv to parent 

The specification has been a 

U S APPH-Uon No. 09/253,317. ^ Up0 „ entry of 
appUcauon, U.S. A» canc=le4 a „ d claim s 4S-58 h ^ 
Claims. Iand3-«r,a „ shou i d be pending mm 

ttc Patent No. o,uj**i iv 
patent application. , s att e„tion withdrawn VS ' 6 , 0 34.101 

(courtesy copy closed het=««) Umina ry amendment. Tms W 

1 1 ^ ate the claims now presented oy P 08m0 ,593. fW*)' 1 ' W ' 

pnority to th.s add£4 by mes e am— s- 

No new matter has been 



Preliminary Amendment . p a g e 5 

Serial No.: Unassigned 
Filed: Herewith 

METHODS AND DEVICES FOR PROVIDING PROLONGED DRUG THERAPY 



The Examiner is invited to contact Applicants' Representatives, at the below-listed 
telephone number, if there are any questions regarding the above new claims or if prosecution of 
this application may be assisted thereby. 
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PBS/KMG 



Respectfully submitted, 
LAM et al., 

By his Representatives, 
ALZA Corporation 
1900 Charleston Road 
Mountain View, CA 94043 
(650) 564-5000 . ^ 



By: 



/Paul B. Simboli v 7 
Reg. No. 38,616 . 
Attorney for Applicants 
Direct Dial: (650) 564-7840 
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PETITION FOR EXTENSION OF TIME UNDER 37 CFR 1.136(a) 

(Large Entity) 



Docket No. 
ARC 2865N1 



In Re Application Of: 
Lam et al. 



Invention: 



METHODS AND DEVICES FOR PROVIDING PROLONGED DRUG THERAPY 



TO THE ASSISTANT COMMISSIONER FOR PATENTS: 

This is a request under the provisions of 37 CFR 1.136(a) to extend the period for filing a response to the Office 
Action of May 29. 2001 in the above-identified application. 

Date 

The requested extension is as follows (check time period desired): 

□ One month □ Two months SI Three months .□ Four months □ Five months 

from: August 29, 2001 until: November 29, 2001 

Date Date 

The fee for the extension of time is $950 and is to be paid as follows: 

□ A check in the amount of the fee is enclosed. 

SI The Commissioner is hereby authorized to charge any fees which may be required, or credit any 
overpayment, to Deposit Account No. 01-1173 
A duplicate copy of this sheet is enclosed. 

□ If an additional extension of time is required, please consider this a petition therefor and charge 
any additional fees which may be required to Deposit Account No. 01-1173 

A duplicate copy of this sheet is enclosed. 




Dated: November 29, 2001 



I certify that this document and fee is being deposited on 
11/29/01 with the U.S. Postal Service as first 

class mail under 37 C.F.R. 1.8 and is addressed to the 
Assistant Commissioner for Patents, Washington, O.C 
20231. 

Signature of Person Mailing Correspondence 

Katrina M. Ghafghaichi 

Typed or Printed Name of Person Mailing Correspondence 
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A/ PTO/SB/21 (6-98) 

PlMfe*ype a plus sign (+) inside this box -> I . I Approved for use through 09/30/2000. OMB 0651-0031 

^ADt**?^' Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a 
valid OMB control number. 
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TRANSMITTAL 
FORM 

(to be used for all correspondence after initial filing) 



Total Number of Pages in This Submission 



Application Number 



Filing Date 



First Named Inventor 



Group Art Unit 



Examiner Name 



09/802,709 



March 8, 2001 



£2 



Andrew C. Lam 



1614 



FAY, Z. 



Attorney Docket Number 2865N1 



ENCLOSURES (check all that apply) 



Fee Transmittal Form 
Fee Attached 



□ 

| j Amendment / Response 
| | After Final 
| | Affidavits/declaration(s) 

| | Extension of Time Request 

| | Express Abandonment Request 

| | Information Disclosure Statement 

□ Certified Copy of Priority 
Document(s) 

□ Response to Missing Parts/ 
Incomplete Application 

□ Response to Missing 
Parts under 37 CFR 
1.52 or 1.53 



□ 

□ 
□ 
□ 
□ 
□ 



Assignment Papers 
(for an Application) 

Drawing(s) 

Licensing-related Papers 

Petition Routing Slip (PTO/SB/69) 
and Accompanying Petition 

Petition to Convert to a 
Provisional Application 

Power of Attorney, Revocation 
Change of Correspondence 
Address 

Terminal Disclaimer 
Small Entity Statement 

Request for Refund 



Remarks 



□ After Allowance Communication 
to Group 

□ Appeal Communication to Board 
of Appeals and Interferences 

□ Appeal Communication to Group 
(Appeal Notice. Brief, Reply BrieJ) 



□ 
□ 



Proprietary Information 

Status Letter 

Additional Enclosure(s) 
(please identify below): 



1 - Return Receipt Postcard 

2- Letter (2 pages) 

3- copies of original documents 
mailed to the USPTO 
on 11/29/2001 (16 pages) 



SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT 



Firm 
or 

Individual name 



Date 



Robert R. Neller; Registratin No 
Corporation 



46,950; ALZA 




CERTIFICATE OF MAILING 



I hereby certify that this correspondence is being deposited with the United States Postal Service as first class mail in an 

envelope addressed to: Assistant Commissioner for Patents, Washington, D.C. 20231 on this date: | g> -q? M~* O^— 



Typed or printed name 



Signature 



Maria E. Valenzuela ^ 

is form is estimated to take 0.2 hours tocompleti 



I PUP, 



Date 



+ 



Burden Hour Statement: This form is estimated to take s 0.2 hours iStomplete. \"\me will vary depending upon the needs of the individual case. 
Any comments on the amount of time you are required to complete this form should be send to the Chief Information Officer Patent and 
Trademark Office, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant 
Commissioner for Patents, Washington, DC 20231. 



